
,: * 03/16/02 13: 36 FLAX 3013362665 CFSAN OCD EOS _ ----. - @002 
_.-- 

Dear Cullcague, ]FDA Foods Community: 

l Title I: - National Preparedness fbr Biotmrism and Otk Public He&h Emergencies; 

l Title II - Enhancing Ccmmls on Dangmms Biolo@sl Agents and Toxirxq 

. TMe lIIF - Protecting Safety and Sdty of Food aad mug supply; 

. Title IV - Drinking W&r Seuuxity dind Safeqq and 

TIM3 pUlpSe Of thiS lCCtCU is: (1) to give you an overview of t3e four provkiw i-n Title I& 
Subtitfx: A (Prmetion of the Food Supply), which require the Food and Dnrg Ar’fnrinistmtion 
(FDA) to iseuu regulations in an expuditcd time period; (2) to infbnn you how the Ikqmtment 
and FDA will be proceeding and (3) to solicit comment on arcxas of concern to you and 
su&~ns for how best to ~omunicatc thos COPC~JZ~S tr, US. 
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Page 2 - FDA Foods Community 

must register with FDA by tis date even s FDA has not issued find regulations The 

33ioe Act exempts fimls, restauT;mts, other Wail. food establishments, nanprofit 
fbad establishments in which food i s prepared for a- served directly to the ~GUUUIC~; and 
iishhg vessels (except such vessels angaged ti -sing as defined in 21 CFR 
123.3(k)) from therqGczn@ to register. Also, fotign facilities m&j& to tbft 
r&SbeOn m are limited to those that manufacture, ~IOCSS, pack, or hold 
food, on/y if food from such facility is export& to the United States without fwther 
processing or packaging outside the United States. 

. Section 306 f‘EWbl&bment and Maintenance of Rccmxtsl - requkes the Secretary, 
thou& FIX. to issu8 fbl rermlations bv December 12.2003, TV &&ii&requirements 
far the creation and maintenansz of records needed to d.eWln,ine the immediate previous 
sources and the immediate subguti recipients of food, (i.e., one up, one down). Such 
records are to allow FDA tp address credible threats of serious adverse health 
consequm or death to humans or animals. Entities subject to these provisions are 
those that rnarndhturc, process, pack, transport, distribute, receive, hold or import food. 
Farms and restaurants are exempt Born these requiremmts. 

. Section 307 Prior TSotice of ImDorted Food- - requires that prior notice of 
food shipmentsbe g#van to F’DA. The notice must include a description of the arlicle, 
the mamrfsFtLlrerd and shipper, the grower (ifknown), the country of origin, the country 
fkoxo which the article is shipped, and the anticipated port of entry. The Secretary, 
through FDA. must issue f&l resntlatioas bv December 12.2003. While we fully expect 
~gukkions tD be issued by this date, If su& regulations are not issued, ?.he statute still 
m@res impoxtam t~pravide no less than8 hours andno more than 5 daysnotice to FPA 
until the regulationbkea effect. 

. &&XI 303 ~Admi&$&~ Detention) - a~&orizes the Secrew, bough FDA, to order 
the detention of food if an offices or qualified employee finds credible widmcb ae 
information indicatbg an article presents a threat of serious adverse health cormequenc~ 
or death to humans or anixnak. The Act requires ttat Secretary,tbmugh FDA, to bsue 
final regulations to expedite cati actions on perishable foods. No t h e f&m is 
Spdkd. 

Unkss cxcmpted, these pruvisians apply to all &cilitics for all types of Ford products regulated 
byFD& including dietarysuppl~~ 

8. mA% Regukidon J3ev&pmt Phum 

while the statute establi&e& ambitious dcadlims for each of the ahove provisii~~~, I want to 
underscore ihat the Secretary has made it clear that he expects FDA to mt them, Our goal is to 
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P a g e  3  - F D A  P o o d s  C c m x n u n i ty  

p u b l i s h  p ro p o s e d  rq p i a ti c m s  b y  th e  e n d  o f th i s  c a l e n d a r y e a t, a n d  w e  p l a n  x o  o f& r a t l e a s t a  H I- 
d a y  c c m m ~ &  p e ri o d , 

W e  a l s o  a re  ~ a o b m i # e d  to  fe o e i y i n g  a n d  c o n s i d e ri n g  th e  i n @  fra m  s ta k e h o l d e rs  a s  w e  d e v d o p  
th e  p ro p o s e d  a n d  fi n a l  n @ a ti o n s . B e fi x %  i s s u i rg  th e s e  p ro p o s e d  ru l e s , F D A  w i l l  s e e k  to  
i d ti fy  s ta k e h o l d e rs  ~ o n C & Y U  a n d p O te r & ~ I o p ti o n s  fo r a d & -e s & g  th e m , D u fi n g  th e  c o m m e n t 
p e ri o d  w e  p k u ~  to  h o l d  s e v e ra l  p u b l i c  m & i f@  a t v a ri o u s  l o c a ti o n s  a c ro s s  th e  C .X J U II~ IY  to  e x p l a i n  
th e  p ro p o s e d  re g u l a to ry  re q u i re m @ s , a n s w e r q u e s ti o n s , a n d  re c e i v e  a d d i ti o n a l  c o m m e n t. 

W e  a l s o  h a v e  o p e n e d  p u b l i c  d o c k e ts  fo r e a c h  re g u l a ti o n  a n d  a m  re a d y  to  re c e i v e  i n p u t f& n  y o u  
n o w . C o m m e n ts  w o u l d  b e  m o s t l l e l p fi d  i f y o u  n o t o n l y  i d & i @  a n y  c o n c e rn s  
a I6 0  p ro v i d e  b o th  y o u r x -m m m m d c d  s o l u ti o n  a n d  a n y  s u p p o rti n g  

y o u m a y h a v a , b u t 

e x te n t f= i b Ic  w  w o u  
d a ta , i f a p p l i c a b l e . A l s o , to  th e  

c w  
2 o Q 2 . s l l b m i tw ri tte n ~  to  th e  D o c k e ts  M a n a g e m e n t B ra s h  (H P A -3 0 5 ). F o o d  a n d  D ru g  . . A C l m B M E &  ‘o n , 5 6 3 0  F i s h e rs  L a n e , A  1 O 6 1 ,R o c k v i l l e , M D  2 0 8 5 2 . S u b m i t e l e c tro n i c  
~ IX U T ,I~ ~ S  to  & Q :~ ~ ~ W .fa ~ ~ ~ i d o e k c ts l c c o m m m ~  , W e  re q u e s t th a t y o u  s u b m i t tw o  c o p i e s  o f 
i m y  w ri tte n  c ~ rm p c a ts  e x c e p t th a t i n d i ti d u a l s  m a y  s u b m i t o n e  c o p y . P l e a s e  e n s u re  th a t y o u  
~ & u Ie  i n  fl u s  s u b m i s s i o n th e  d o c k e tn u m b e r th a t a p p l i e s to  y o u r c c m m m t F i n n  th e  l i s t b e l o w : 

. s e c ti o n  3 0 5  (R e g i s tra ti o n )  D o c k e t N o  .0 2 N -0 2 7 6  

. g $ !~  ;g  B & o  
&  

D o c k e t N o . 0 2 N -0 2 7 7  
. o r N o ti c e ) D o c k e t N o . 0 2 ? + 0 2 7 8  
. S e c ti o n 3 0 3  (D e te n ti o n ) D c rc k e t N o  .0 2 N -0 2 7 5  

Ify o u  w o u l d  L i k e  to  rti e w  c o m m e n ts  F D A  h a s  re c e i v e d , y o u  m a y  d o  s o  a t th e  D o c k e ts  
M a n a g e m e n t B ra n c h  b e tw e e n  9  a .m . a n d  4  p .m ,, M o n d a y  th ro u g h  F ri d a y . 

W i th i n  th e  F ’D A , M s . L i n d a S k l a d a n y , F D A ’s  S e n i o r A s s o c i a te  C o m m i s s i o n e c r 6 c a : E x te rn a l  
R e l a ti o n s , w i l l  s e rv e  a s  th e  fo c a l  p o i n t fo r o u r o u tre a c h  e ffo rts . T h e  C e n te r fo r F o o d  S a fe ty  a n d  
A p p l i e d  N u tri ti o n  (C F S A N J  w i l l  ta k e  th e  l e a d  i % r th e  re g u l a ti o ~ ~ s  d e v e l o p m e n tp ro c e s s . 
M r. L  R o b e rt L a k e , C F S A N s  D i re c to r o f th e  Q fl ti c c  o fR e @ l a ti o n a  a n d  P o l i c y , w i U  s e rv e  Z -IS  
s e n i o r x u u q e r o f th i s  e ffo rt. M s . L e s l y e  M . F ra s c x , C F s A N ’s  A s s o c i a te D i re c to r fo r 
R e fl a ti c m s , w i l l  X T V ~  a s  th e  o v c x a l l  l e a d  fo r th e  re g & t% m s  w o & g ro u p s , A d d i ti o n a l  c o n ta c t 
i n fw m rrti i a n  i s  c o n ta i n e d  ti i n ttw  B . 

L a s tl y , m a n y  o f th e  re m a i n i n g  p ro v i s i o n s  h  T i tl e  III, S u b ti tl e  A  o f th e  B i o te rro ri s m  A c t a re  
e ffe c ti v e  n o w . C o n s i s te n t w i th  o u r g o o d  g u i d a n c e  p ra c ti c e  (G G P ) ra g u l a ti o n s , Z l  C F R  1 0 .1 1 5 , 
F D A  p l a n s  to  i s s u e  g u i d a n c e d o c u m e n ts  fo r s e v e ra l  o fth e s e  p ro v i s i o n s  p ri o r to  i m p l a u ~ ~ ~ ti g  
th e m  b ro a d l y . P l e a s e  n o te  th a t i fF Y D A  d e e m s  i t n e c e s s a ry  to  u s e  th i s  n e w  s ta tu to ry  a u th o r i ty  to  , 
p ro te c t th e  p u b l i c  h e a l th  p ri o r to  i s s u i n g  w ri t& z  g u i d a n c c ~  i t w i l l  d o  s o  rm  a  c a s e -b y -c a s e  b a s i s  
a fte r c o n U ti n g  w i th  s e n i o r o f& $ &  ti th e  a ffe c te d  D i s tri c t a n d  w i th i n  H e a d q u a rte rs . 
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Yage 4 -m)AFoods Community 

Ihope W you have found this bfbnation heI@& Agairt, the Sewstq, Dr. Ctawfoxd and1 are 
committedtomeetingthestatr;rtmydcadlinesraquLedtoimplementtheprovjsionsofthe 
Bkkzrorb.n Act inten& to further protect the s&My of the food supp@. 

Joseph A. L&U 
Director 
CenM for Food Safety 

and Applied Nutrition 


